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Offic Action Summary 



Application No. 

09/491.982 



Examiner 

Sarada C Prasad 



Applicant(s) 

Shaughnessy et al. 



Art Unit 
1646 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Peri d for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 06 October 2000 . 
2a)n This action is FINAL. 2b)|3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-41 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) S Claims 1-41 are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are objected to by the Examiner. 

1 1) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAil b)D Some*c)n None of: 

1.0 Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



-14)^— Acknowledg'ertient'is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

15) □ Notice of References Cited (PTO-892) 

16) 13 Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Statement(s) (PTO-1449) Paper No{s) 2 . 



18) D Interview Summary (PTO-413) Paper No(s). 

1 9) □ Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 01-01) 
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Electi n/R strictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 
Group I. Claims 1-18, 40-41 are drawn to a process of treating or alleviating the symptoms 
of decrease in bone density by administering an effective amount of a substance to inhibit the 
formation of a ternary complex of IL-1 1, IL-1 IR, and gpl30, in a mammalian patient, classified 
in class 424, subclass 85.1. 

Group II. Claims 19-39 are drawn to administering to a patient an effective amount of 
transcribable genetic material which causes inhibition of the formation of the ternary complex of 
IL-1 1, IL-1 IR, and gpl30, classified in class 514, subclass 44. 

These inventions in groups I and II are distinct each from the other for the following 
reasons: 

Inventions I and II are independent and distinct, each from the other, because they are 
processes which possess characteristic differences, are operationally different, recite structurally 
and functionally distinct elements and each is not required for the operation of the other. For 
example, invention I, directed to the inhibition of ternary complex formation of IL-1 1 and IL- 
1 IR and gp 130, involves use of peptides, either for induction of complex formation in an in 
vitro reaction to establish the relationships of ligand-receptor-inhibitor relationships, or 
administration in a patient for induction of inhibition of such complex formation to inhibit bone 
loss. At the same time, invention II involves administering trascribable genetic material, which 
in tum" would express the said peptide(s) in a mammalian patient, which then subsequently 
induce(s) inhibition of the formation of the ternary complex in order to inhibit bone loss. 
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Art Unit: 1646. 

These inventions I and II have different classification and a search for peptide antagonists would 
not reveal art for transcribable genetic material that would translate into the said peptides in vivo. 
Therefore, these inventions I and II are distinct and have acquired a separate state in the art 
because of their recognized divergent subject matter. Therefore, restriction for examination 
purposes as indicated is proper. 

2. Sequence Rules 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1 .821 through 1 .825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 
Applicant is given ONE MONTH from the mailing date of this letter within which to comply 
with the sequence rules, 37 CFR 1 .821 - 1 .825. Failure to comply with these requirements will 
result in ABANDONMENT of the application under 37 CFR 1.821(g). Extensions of time may 
be obtained by filing a petition accompanied by the extension fee under the provisions of 37 CFR 
1 . 1 36(a). In no case may an applicant extend the period for reply beyond the SIX MONTH 
statutory period. Direct the reply to the undersigned. Applicant is requested to return a copy of 
the attached Notice to Comply with the reply. 

3. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
xuirentlynamed inventors is no longer an inventor of at least one claim remaining in the 
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application. Any amendment of inventorship must be accompanied by a petition under 37 
CFR 1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

4. A telephone call was made to Attorney Leonard Michard on 2/Q8/01 to request an oral 
election to the above restriction requirement, but did not result in an election being made. 

5. Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

6. A dvisory Information 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Sarada C Prasad whose telephone number is 703-305-1009. The 
examiner can normally be reached Monday - Friday from 8.00 AM to 4.30 PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler, can be reached on (703) 308-6564. The fax phone number for the 
organization where this application or proceeding is assigned is 703-308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 
Sarada Prasad, Ph.D. 
Examiner 
Art Unit 1646 
March 05^2001 
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